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system is a device that consists of re-
agents used to measure by 
immunochemical techniques the pro-
teins in plasma or serum. Measure-
ments of proteins in plasma or serum 
aid in the diagnosis of any disease con-
cerned with abnormal levels of plasma 
or serum proteins, e.g., agammaglobu-
linemia, allergies, multiple myeloma, 
rheumatoid vasculitis, or hereditary 
angioneurotic edema. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 

§ 866.5715 Plasminogen immunological 
test system. 

(a) Identification. A plasminogen 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the plasminogen (an inactive 
substance from which plasmin, a blood- 
clotting factor, is formed) in serum, 
other body fluids, and tissues. Measure-
ment of plasminogen levels may aid in 
the diagnosis of fibrinolytic (blood- 
clotting) disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 

§ 866.5735 Prothrombin immunological 
test system. 

(a) Identification. A prothrombin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the prothrombin (clotting factor 
II) in serum. Measurements of the 
amount of antigenically competent 
(ability to react with protein anti-
bodies) prothrombin aid in the diag-
nosis of blood-clotting disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. This exemption does 
not apply to multipurpose systems for 

in vitro coagulation studies classified 
under § 864.5425 of this chapter or pro-
thrombin time tests classified under 
§ 864.7750 of this chapter. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 

§ 866.5750 Radioallergosorbent (RAST) 
immunological test system. 

(a) Identification. A 
radioallergosorbent immunological 
test system is a device that consists of 
the reagents used to measure by 
immunochemical techniques the aller-
gen antibodies (antibodies which cause 
an allergic reaction) specific for a 
given allergen. Measurement of specific 
allergen antibodies may aid in the di-
agnosis of asthma, allergies, and other 
pulmonary disorders. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5765 Retinol-binding protein 
immunological test system. 

(a) Identification. A retinol-binding 
protein immunological test system is a 
device that consists of the reagents 
used to measure by immunochemical 
techniques the retinol-binding protein 
that binds and transports vitamin A in 
serum and urine. Measurement of this 
protein may aid in the diagnosis of kid-
ney disease and in monitoring patients 
with kidney transplants. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 

§ 866.5775 Rheumatoid factor immuno-
logical test system. 

(a) Identification. A rheumatoid factor 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the rheumatoid factor (anti-
bodies to immunoglobulins) in serum, 
other body fluids, and tissues. Measure-
ment of rheumatoid factor may aid in 
the diagnosis of rheumatoid arthritis. 

(b) Classification. Class II (perform-
ance standards). 

VerDate Aug<04>2004 10:12 May 23, 2005 Jkt 205072 PO 00000 Frm 00303 Fmt 8010 Sfmt 8010 Y:\SGML\205072.XXX 205072


